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Dear Megan Sajjad:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We
remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (Special Controls) or class Il (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov


http://www.fda.gov/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm

K223052 - Megan Sajjad Page 2

requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See
the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,
Deborah A. Fellhauer -S

Deborah Fellhauer, RN, BSN
Assistant Director
DHTA4B:Division of Infection Control

and Plastic Surgery Devices
OHT4:Office of Surgical

And Infection Control Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological Health

Enclosure


https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-combination-products
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-combination-products
https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-mdr-how-report-medical-device-problems
https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-mdr-how-report-medical-device-problems
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance
https://www.fda.gov/training-and-continuing-education/cdrh-learn
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
mailto:%20DICE@fda.hhs.gov

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: 06/30/2023

Indications for Use See PRA Statement below.

510(k) Number (if known)
K223052

Device Name
PERI-GUARD Repair Patch
SUPPLE PERI-GUARD Repair Patch

Indications for Use (Describe)
PERI-GUARD is intended for use as a prosthesis for the surgical repair of soft tissue deficiencies which include: defect

of the abdominal and thoracic wall, gastric banding, muscle flap reinforcement, and hernias (including diaphragmatic,
femoral, incisional, inguinal, lumbar, scrotal, and umbilical hernias).

SUPPLE PERI-GUARD is intended for use as a prosthesis for soft tissue deficiencies which include: defects of the
abdominal and thoracic wall, gastric banding, muscle flap reinforcement, and hernias (including diaphragmatic, femora
incisional, inguinal, lumbar, scrotal, and umbilical hernias).

Type of Use (Select one or both, as applicable)
D Prescription Use (Part 21 CFR 801 Subpart D) D Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”



51k SUMMARY : PERI-GUARD Repair Patch and SUPPLE PERFGUARD
Repair Patch

. SUBMITTER

SynovisLife Technologies, IndSynovis)
(A Subsidiary of Baxter International Inc.)
2575 University Avenue West

St. Paul, MN 55114024
Phone651-796-7410

Fax: 224270-4119

Contact PersarMegan SajjadSr. Manager Regulatory Affairs
Date preparedMarch 27 2023

Il. DEVICE
Device Trade Name PERFGUARD and SUPPLE PERBEUARD
Common NameRepair Patch
Regulation: 21 CFR 878.330(Bugical Mesh
Product Cods. FTM (Mesh, Surgical), OWV (mesh, surgical, collagen,
diaphragmatic hernia), OXB (mesh, surgical, collagen, thoracic, chest wall
reconstruction);

lll. PREDICATE DEVICE
PERFGUARD Repair Patch and SUPPLE PEHRUARD Repair Patch,
K983162
Manufacturer: Syrovis Life Technologies, Inc., (A Subsidiary of Baxter
International Inc.)
Additionally, SynovisPERFGUARD Repair Patch and SUPPLE PERUARD
Pericardium Patch (K142447) andPERFSTRIPS DRY Staple Line
Reinforcement with VERITAS Collagen Matrix WwitSECURE GRP Technology
(K192615) servas Reference deviséor this 510k.

IV. DEVICE DESCRIPTION
PER-GUARD Repair Patch (PERBUARD) and SUPPLE PERBUARD

Repair Patch (SUPPLE PERIUARD) are derived from bovine pericardium
procured from cattle originiaiy in the Uhited States. The pericardium is cross
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linked with glutaraldehyde and treated with 1 mododium hydroxide for a
minimum of 60 minutes at 2B5°C (6877°F).

PERFGUARD and SUPPLE PERBUARD are terminally sterilized using
gamma irradiation rad packagedwithin a sterile doublgouch system. The
contents of the unopened, undamaged outer pargchterile.

PERFGUARD and SUPPLE PERBUARD are MR Safe.

PERFGUARD and SUPPLE PERBUARD utilize animal tissue; patient must be
informed prior to anyrocedure.

SeeTable 1for PERFGUARD and SUPPLE PERBUARD product models and
sizes

Table 1 +PERI-GUARD and SUPPLE PERFGUARD Product Models and Sizes

PERI-GUARD Model Number Size (cm)
PG0404 4x4
PG0608 6Xx8
PG0814 8x14
PG1016 10x 16
PG1225 12x 25
SUPPLE PERI-GUARD Model Number Size (cm)
SPG0404 4x4
SPG0406 4Xx6
SPG0608 6Xx8
SPG0814 8x14
SPG1016 10x 16

V. INTENDED USE/INDICATIONS FOR USE

Statement of Intended Use:

PERFGUARD and SUPPLE PERBUARD areintended to be used asargical
mesh

Indications for Use

PERIGUARD is intended for use as a prosthesis for the surgical repair of soft
tissue deficiencies which include: defects of the abdominal and thoracic wall,
gastric banding, muscle flap reinforcement, and hernias ¢imgjudiaphrgmatic,
femoral, incisimal, inguinal, lumbarscrotal, and umbilical hernias).

SUPPLE PERIGUARD is intended for use as a prosthesis for soft tissue
deficiencies which include: defects of the abdominal and thoracic wall, @yastri
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banding, muscle flap refarcement and hernias (including diaphragmatic,
femoral, incisional, inguinal, lumbascrotal, and umbilical hernias).

VI. COMPARISON OF TECHNOLOGICAL CHARACTERISTICS WITH
THE PREDICATE DEVICE

PERFGUARD and SUPPLEPERI-GUARD are substantially equivaleniotthe
predicatePERFGUARD and SUPPLE PERBUARD devicesbased on having
the same fundamental technology and intended Tise.changes between the
subject and predicate device includechange in sterilization ntetd and re
designed packagingThe safetyand performance dhe subject devicehas been
evaluated through neclinical testing.

The subject and predicate devices are identical in the following respects:
X Intended Use
x Patch material
x Viral inactivation processing steps
x Strength chemical and prsical specifications

The following technological differences exist between the subject and predicate
devices:
x Modified sterilization method from chemical sterilization to gamma
irradiation
X Modified packaging from a jar to a double foil pouch

VII. PERFORMANCE DATA

The following bench testingperformance data were provided in support of the
substantial equivalence determination:

Visual

Suture retention

Dimensional

Burst strength

Collagenase deston
Denaturation Temperature
Water Permeability

Pliability

Chemicaland heavy metaksiduals
Bioburden
PyrogenicityEndotoxins
Temperature Excursion Testing
Biocompatibility Assessment

X X X X X X X X X X X X X
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Theresults of performanctesing demonstratehat the modified FERI-GUARD
andSUPPLE PERIGUARD devices aresubstantially eqwialent to the predicate
devices.

Animal Studies

Two animal studies were performed to support the substantial equivalence of the
chemically sterilized and gamma irradiat&RFGUARD and SUPPLEPERF}

GUARD devices
Test Resuts Conclusions
Implantation: No test materiatelated The subject and predicate
Porcine incisional | changes among clinical devices performed

hernia repair mode observations, bodyweights, | equivalently and had an

for 6 months per | veterinary physicals, clinical | equivalent safety profilen the
ISO 109936 pathology paramets, in vivo porcinemodel for
mortality, significant incisional herniaepair.
maciscopic omicroscopic
differerces tensile or burst
strength, or clinical
performancéetweerthe
subject and predicate devicas
Day 113+3 or Day 203+3

3-week Rat No significantmineralization | No significant difference in
Calcification was noted microscopically for| calcification potential.
Potential Study either the subject or predicate

device.

Biocompatibility

The results of bicompatibility testingdemonstrate the biocompatibility of the
product in accordae with ISO 10993.:2018requirements for permanentléng
term) implant with tissug bone or(nondirect) blood contact. As per FDA
Guidance, testing includedcytotoxicity, sensitization irritation, acute systemic
toxicity, pyrogenicity, genotoxicity implantation, hemolysis and subchronic
toxicity endpoints.

Shelf Life
Synovis has perfoned aging testing to pport al yearshelf life claim.

Sterilizationand Packagia
Sterilization validation was conducted accordingS0 11137parts 1 and 2.

The modified packaging was designed and evaluated in accordance with ISO
116071. The integrity of the sterilbarrier is supported by ggng conducted in
accordance withSTM F88-15 and ASTM F206-11.
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Validation Studies

Human factors testing was conducted to confirm that trdesgned packaging
allows for aseptic transfer of the product to the sterile figtout compromising
sterility, and that the modified packagimtesign does not impact the surface of
the tissue patch.

VIll.  CONCLUSION

The subjecPERFGUARD and SUPPLE PERBUARD devicesshare the same
intended use and technological characteristics asptbedicate device The
physicd, functional and performance pacifications for the deviee are
substantially equivalent. Testing supports thatsubject devicesreas safe and
effective as the predicate dewasghen used according tbeirlabeling.
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